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DISCLAIMER STATEMENT

No data shown in illustratioffgyures (screen shotsgpresent any real account, project, or
individual. Any resemblance to actual accounts, projects, or individuals is purely coincidental.

Because thélustrations/figures (screen shots) throughout this documrenthose that will be
viewed by investigatrs when completing their progress repdA-ORD has maintained use of
those figures presented the National Institutes of HealtiN({H) in its guidance. Thus, any
references to PH@ublic Health Servicedr NIH in such screen shatbould beattributedto
VA-ORD (Department of Veterans Affai@ffice of Research and Developmemmeferences
found throughout the document that should also be attributed tORB, include:

IC = one of the four Research and Developm&&D) Services within VA-ORD (Biomedical
Laboratory BLR&D], Clinical Science CSR&D], Health ServicesHSR&D], and

Rehabilitation RR&D]). The Quality Enhancement Research Initiative (QUERI) is under the
purview of HSR&D.

Grant= Award

Grantee organizatioar Grantee institutiorr Aw a r d ¥AeMedical Centel(VAMC)

Submit to Agency = Submit to VWVORD

In addition, @her references to specific NIH documergiected in the illustrations/figuresuch

as the NIH Public Access Policy, have been chamgtin this guidanceo referene
appropriate/A-ORD documents and hyperlinks.
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RPPR ACRONYMS

ACOS/R
AO

CDA
COIN
CREATE

DUA

eRA Commons
eRA Commons ID

Final RPPR
FOA/RFA
FRAM

HSS
IC

iEdison

IDRs

MB
MP|
MTA
My NCBI

NIH
NLM
NRI

OMB
OGC
OSC

PDF
PD/P

Associate Chief of Staff/Research
Administrative Official

Career Development Award (CDHIK1, CDA-2/IK2)

Center of Innovation (150)

CollaborativeResearch to Enhance and Advance Transformation and
Excellence Initiative (101)

Data Use Agreement

Electronic Research Administration
eRA User Identification for logn to system

Final Research Performance §mess Report
Funding Opportunity Announcement/Request for Application
Final Report Additional Materials

Human Subjects System

NIH term for Institutes and Centers; for VBRD the awarding research
and development service (Biomeditaboratory [BLR&D], Clinical
Science [CSR&D], Health Services [HSR&D], Rehabilitation [RR&D])
Interagency Edison, helps government grantees and contractors comply
with aFederal law, the Bayole Act. BayhRDole regulations require that
government funded inventions be reported toF#@eral agency who

made the award.

Inclusion Data Records

Megabytes

Multiple Program Directors/Principal Investigators

Material Transfer Agreement

My National Center for Biotechnology Informatiemetains user

information and database preferences to provide customized services for
many NCBI databases.

National Institutes of Health
National Library ofMedicine
Nursing Research Initiative (IK3)

Office of Management and Budget
Office of General Counsel
Other Significant Contributor

Portable Document Format
Program Director/Principal Investigator
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RPPR ACRONYMS (CONTINUED)
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RePORT
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URL

VA
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VA-ORD
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Program Official
Public Health Service
Project Pepd End Date
Progress Report Additional Materials

Comprises more than 24 million citations for biomedical literature from
MEDLINE, life science journals, and online B@o Citations may include

links to full-text content from PubMed Central and publishabsites.

U.S. National Institutes of Health's National LibraryMédicine

(NIH/NLM).

Research Career Scientist Award (IK6)
Research Enhancement Award Program (150)

NI HO s

Research
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Research Performance Progress Report

Streamlined Noncompeting Awg Process
Signing Official
Scientific Portfolio Manager

Technology Transfer Program

Technology Transfer Specialist
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Work in Progress

(0]

Onl i ne

October 2018

Repo



Part 2: Completing a Report

TABLE OF CONTENTS

[ 0T 0 S PP 7
2 RPPR Differences and DU DatesS.........ccooeeiiiiiiiiiiiieee e 7
3 Completing a RPPR or Final RPPR- SECHONS Al ......coooiiiiiiiiiiiieeee e 8
SYcTo 10T I 101 =T gl == Vo TSP 3
Section Bi ACCOMPIISNMENTS ... ... ree e e e e e e e e e e e 9
ST =Tox 110 0 IO I o o To (1T PSR E 14
Y =Tox 10T 1D I I = 1 1o ] o = | (S 20
SECHON B IMPACL ...ttt e e e e mmne e e e e e e 26
SECHON F CRANGES. ..o re et eeeer e e e e 28
Section G Special Reporting REQUIFEMENLS.........ciiiiii i eeeeeee e 31
Y= Tox 10T 1 1 =0 o [0 = AP PPSPPRR 40
Y= Tox (o) I 1O 11 (o] 1 =SS 40
Supplemental Instructions for Specific AWard TYPES.......uuvuriiiiiiiiiie e ceeeerre e 42
VA-ORD Career Development (IK1, IK2, IK3) Award ReportS.........cccceeeeeeviiiieeeieeee. 42
VA-ORD Research Career Scientist (IK6) Award RepPOILS.......ccoovvviiiiiiiicce e 44
VA Rehabilitation Research and Development Service (RR&D) Centers and Research
Enhancement Award Programs (REAPS) REPOILS..........coooiiiiiiimmmnei i a7

VA Health Services Research and Development Service (HSR&D) Centers of Innovation
(COINs) and Quality Enhancement Research Initiative (QUERI) Reporis............ 47

Table of Contents v October 2018



Part 2: Com

pleting a Report

LIST OF FIGURES

Figure 1:
Figure 2:
Figure 3:
Figure 4:
Figure 5:
Figure 6:
Figure 7:
Figure 8:
Figure 9:

Figure 10:
Figure 11:
Figure 12:
Figure 13:
Figure 14:
Figure 15:
Figure 16:
Figure 17:
Figure 18:
Figure 19:
Figure 20:
Figure 21:
Figure 22:

RPPFSECHION A. COVEN PAQE. .. . uuiiiii i eeeeiei et eeeeeenne e e e e e e e e e eeeannnnnns 9
RPPR Section B. Accomplishmen@uestion Bl...............cccooiiiiiiimeminiiiiiiiniee 11
RPPR Section B. Accomplishmen@uestions B2 & B3..............cccieeiiivimmeennnns 12
RPPR Section B. Accomplishmentuestion B4...............cc.euviviiiiieesiiiiiiiiieeeee. 13
RPPR Section B. AccomplishmenQuestion B ................coovvvvviiviieemreeeeeeeeeiinnnns 13
RPPR Section B. Accomplishmentuestion BG...............cc.eeveiiiiiieesiiiiiiiiieeeee. 14
RPPR Section C. Product®uestion Cl.............ciiiiieiiiiiiimeiiee e vmes 17
RPPR Section C. ProduttQUestion C3...........oouuiiiiiuiiiiimeeeeieiniiinn e e e e e e 18
RPPR Section C. ProductQuestions C4 & Ch.......ccoeeeiviviiiiiieiieeee e 20
RPPR Section D. Participaht@uestion D1..........ccooooiiiiiiiiiiiicccees 23
RPPR Section D. ParticipantQuestions D2a & D2b................ccccccciiiiimeennnnnnns 24
RPPR Section D. ParticipahtQuestions D2& D2e............cccccvvviviiiiiieesciiiinnnee. 26
RPPR Section E. Imp&dQuestions E1 through E4..............cooovririiiieeee e, 27
RPPR Section F. Chasg Questions F1 & F2...........oooiiiiiiiieeeeii 28
RPPR Section F. Chan@e3uestion F3..............cooooiiiiiiiiieeee e 30
RPPR Section G. Special Reporting Requirerieptsestions G1 through G3....31
RPPR Section G. Special Reporting Requirerii@tgestion G4......................... 35
RPPR SectidG. Special Reporting RequirementQuestions G5 through GZ7....36
RPPR Section G. Special Reporting Requirerii@@tgesion G8.......................... 37
RPPR Section G. Special Reporting Requirerietgestion G9......................... 38
RPPR Section G. Special Reporting Requireriig@tgestions G10 through G1239
Final RPPR Section |. OQUICOMES.........uuuuiiiiiee e ceeeiiiiess e e e e e e e eecennnn e e e eee e 41

List of Figures

Vi October 2018



Part 2: Completing a Report

1 Purpose

The purpose oPart 2is toprovidethose preparing Research Performance Progress Report
(RPPR)or FinalReport (kFhal RPPR)in Electronic Research AdministratiggRA) Commons
with guidance orcompleting theeport contenspecific toVA-ORD award reporting
requirementsiNot all NIH questions within the report template may be relevant tORB -
within eachsectionandVA-ORD may direcawardeeso complete only specific questioos
provide other contentn Partl, VA-ORD provides the steps for accessargl completinghe
report in eRA Commonss well amavigatng, validatng, routing and subntting the RPPFRor
Final RPPR and submitting any additional materials requested (via PRAM or FRAMA-
ORD for reviewand approval

Progress reports are required to continue supporvVéf-©RD awardor each budget year

within a competitive segmerfinal reprts are required for any funded award that has ended and
will not be extended through a renewal or other awRbdPI s (program diretor/principal
investigators)nust be current with all requirements related to submission of RPPRs, final

reports, clinical trials registration and results reporting (i.e. , ART/clinicaltrials.gov) for existing

and previous awards for continued future application submission acceptance and consideration

of funding .

2 RPPR Differences and Due Dates

The RPPR andifal RPPR arenearl identical in process, format and information required.
Differences between the annual RPPR aindliRPPR are few for the Rnal report only
Section D.1 is required in the Participants se¢t&ecttion FChanges is not availabland
Section I. Outcoms is now required (see special instructions under this sedtiagdition,
there is the difference favhen and where theportsare made available to initiate and submit.

For RPPRs, threautomatic email notifications are séram eRAto the PD/PI prior tahe
reportdue daté at 60 days, 30 days and about 4 days after the due date

As an awardee, yotan determine whicprogress reportsare dug4 months out from due date)
through the website located at:
https://public.era.nih.gov/chl/public/search/progressReportBylptgrantering your

organi zat i on 0 shouldpdfiodicaliyclheekrthe sit®, avhich is updatedamound

the 30th of each month. Progress report due dates are also available in the eRA Commons Status
system.

A Final RPPR template becomes available after the project period end date (PPED) as part of the
Closeout process with the link appearing onlytloe Closeout Status scrediiree Closeout

emaik are sentrom eRA to the PD/Pand $gning Official (SO) at 10, 120 and 150 days after

the PPED.

VA-ORD awards are considered SNARStreamlined Noncompeting Award Process),
therefore aprogress report idue the 1% of the month preceding the month in which the budget
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period ends (e.g., if the budget period ends 11/30, the due date is Ediabjeports are due
within 120calendadays of thePPED(e.g., if the PPED is 6/30, the reportst besubmitted by
11/1). If the due datdalls on a weekend or Federal holiday, the due date is automatically
extended to the next business day.

3 Completing a RPPR or Final RPPR - Sections Ai |

Theseinstructions apply to the followingA-ORD awards: 101 (Merit andCollaborative
Research to Enhance and Advance Transformation and Excellence INGRBATE, 121
(pilot/SPIRE) and K-Series awarddK1 and IK2Career Development AwastCDA, IK3
Nursing Research InitiatiyRI, and IK6Research Career Scienti®CS). The RPPRand Fnal
RPPRarecurrentlynot availabldn eRA Commongor 150 awards (CentsrResearch
Enhancement Award PrografREAPs, andCentes of InnovatiodCOIN).

Although the RPPR templateNdH basedthereare exceptionghroughout(itemsthat are not
applicable, replace, or are in additidn) that arespecific to VAORD. There are also
Supplemental Instructiarfor Specific GrantAward) TypesandSpecial Instructions for Section
|. Outcomedfor Final RPPRs}that must be followed in additido the standard instructions
While the electronic RPPR display is dynamic and shows the appropriate questions and
instructions based on the activity code and SNAP status of the, dheatdmplates still

specific to NIHgrantsi whichis why it is important to review all guidance in this document
when completing a VAORD report NOT APPLICABLE next to a particulaguestionitem
indicates that item does not apply to the particMlarORD award, andt canbe ignored.

Seethe VA-ORD Application GuideSF424 (R&R) for application submission instructions

Whenever there are significant changes in the project or its directioryou (as thePD/PI)
are required to obtain prior written approval from the appropriate R&D Service within
VA-ORD. The RPPR is not an appropriate vehicle to requsignificant changes. SeeORD
Request for Administrative Project Modificatibform andCriteria and Instructions for
Requesting a Project Modification

Section AT Cover Page

Section A. Cover Page includes information about the awar(R IPBrganization, and
project/reporting/budget periods. Much of this information isgmpulated from data ieRA
systems, but certain fields are editable.

The addresses, emails and phone numbers apoprdated from the Commons Profile. To
update cor#ct information as displayed, go to the Commons Profile and save the changes there.

To select a Signing OfficigS0)and Administrative Officia[AO), choose a name from the
associated dredown box. The SO and AO may be the same individual. The SO pebd the
SO that submits theeport

If therehas been aapprovedchange to the Contact PD/PI (Multigh®/Pl awards only), select
the YES radio button and enter the Commons(i8eridentification)of the new Contact PD/PI
in the associated field.hechange in Contact PD/PI does not take efifethe RPPR system
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until VA-ORD accepts the repoifhe Contact PD/PI must have a PD/PI role in eRA Commons
and must be associated weWAMC.

The RPPR is not an appropriate vehicle for a requesthange,add, or delete PD/PIAIl
such requests faignificantchange must follow guidance appropriate for the speRiD
Servicewithin VA-ORD. SeeORD Requesfor Administrative Project Modificatioform and
Criteria and Instructions for Requesting a Project Modification

TheRecipient ID field allows theawardedo record an internal tracking number or identifier for
its own use. It is not a mandatory field and the awarB&® Service within VAORD will
disregard the information.

U.S, Department of Health & Human Services £ www.hhs.gov

R
Weicome: Jane Doe
OFR ’ D: JANE_DOE
) A Commons g /) insttution: UNIVERSITY OF PITSBURGH AT PITSBURGH
A program of the National Institutes of Health Roles: PI AR

Logout | Contact Us | Help

Home Admin Institution Profile  Personal Profile  Status  ASSIST  Prior Approval @G Internet Assisted Review  xTrain  xTRACT  Admin Supp  eRA Partners  Non-Research

D Participants  EIimpact F Changes G Special Reporting Req  H Budget | Outcomes

A. Cover Page @

Save Cancel
Grant Information A.4 Recipient O
Grant Number: 5R01AI123456-02 Organization Name: UNIVERSITY OF PITTSBURGH AT PITTSBURGH
Project Title: Xenografts forthe treatment of liver failure Address: UNIVERSITY OF PITTSBURGH
OFFICE OF RESEARCH
s e 7 ) 123 UNIVERSITY PL
A.1 Program Director/Principal (PO/PY) PITTSBURGH PA 152132303
Name: DOE, JANE e 001234867
E-mail: eRATest@od.nih.gov 1 1234567891A6
Phone: 412:5555555 e
Ala Recipient 1D: e
Pl ? Qo G

Is there a change of PDPlona award? NA Yes No P rant Period
If yes, provide the eRA Commons ID of the new contact PD/PI o

o Start Date:  03/152016 End Date: 0272812021
A.1.b Not Applicable

A.2 Signing Official Information Re: g Period
Name: WELLER. KURT v
E-mail: eRATest@od.nih.gov Start Date:  03/152016 End Date: 0272872017
Phone: 412-555-5555
A3A Official Inf Requested Budget Period

Name: WELLER, KURT v Start Date: 031012017 End Date:  02/28/2018
E-mail: eRATest@od.nih.gov Report W:v Other li
Phone: 412-555-5555 Frequency: Frequency:

Save | Vcanoelr A Cover Page | B Accomplishments | C Products | D Paticipants | E Impact | F Changes | G Spedial Reporting Req | H Budget | 1Quicomes

Figure 1: RPPR Section A. CovPage

NOTE: Itis important to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.

Section Bi Accomplishments

Section B. Accomplishments allows VARD to assess whethsatisfactory progress has been
made during the reporting period.

Whenever there are significant changes in the project or its directiorjou (as thePD/PI)
are required to obtain prior_ written approval from the appropriate R&D Service within
VA-ORD. The RPPR is not an appropriate vehicle to request significant chan@=eORD
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Request for Administrative Project Modificatiborm andCriteria and Instructions for
Requesting a Project Modification

B.1. What are the major goals of the project?

Goalsare equivalent tgpecific aimsList thespecific aimf the project as stated in the

approved application or as approu®dVA-ORD through a project modificationf the

application lists milestones/target dates for important activities or phases of the project, identify
these dates and showtaal completion dates or the percentage of completion.

Generally, thespecific aimswill not change from one reporting period to the next. However, if
VA-ORD approved changes to tepecific aimsluring the reporting period, list the revised
aims Also explain any significant changes in approach or methods fhenvA-ORD approved
application or plan

Significant changes ispecific aimgequire prior written approvalthrough a project
modification request) by the awarding R&D Service within-@RD. The RPPR is not an
appropriate vehicle to request such a chan§eeORD Request for Administrative Project
Madification form andCriteria and Instructions for Requesting a Project Modification

The specific aims must be provided in the initial RPRRBubsequent RPPRs this section will
pre-populate wih the aims previously entered, and may be amended by answWé&$p
guestion B.1.a.

B.1l.a Have the major goals changed since the initial competing award or previous report?

SelectYES if the specific aims have changed since the initial competing award or previous
report, and provide a revised description.

Significant changes ispecific aimgequire prior written approvalthrough a project
modification request) by the awarding R&D @ee within VA-ORD. The RPPR is not an
appropriate vehicle to request such a chan§eeORD Request for Administrative Project
Modification form andCriteria and Instructions for Requesting a Project Modification

The first year that a RPPR is submittady revisedspecific aimsshould be enteredto the text
box for B.1. In subsequent yearsydu selectYES the text box under B.1,awill be provided
for entering revisedpecific aims
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B. Accomplishments

B.1 What are the major geals of the project?

List the major goals of the project as stated in the approved application or as approved by the agency. If the application lists milestonesfarget dates forimportant activities or phases of the project, identify these
dates and show actual completion dates or the percentage of completion

Generally, the goals will not change frem one reporting period to the next. However, if the awarding agency approved changes to the goals during the reporting period, listthe revised goals and objectives. Also
explain any significant changes in approach or methods from the agency approved application or plan.

4 "Goals” are equivalentto “specific aims.” Significant changes in ehjectives and scope require prior approval of the agency (e.g., NIH Grants Policy Statement, 8.1.2).

List the major goals below (MH recommended length ig up to 1 page. Limit iz 8000 characters or approximately 3 pages.)

Total remaining allowed limit is 8000 characters.

4 B.1.a Have the major goals changed since the initial competing award or previous report? ) Yes & Mo

It yes, list the revised major goals below (NH recommended length is up to 1 page. Limit iz 8000 characters or approximately 3 pages.)

Total remaining allowed limit is 8000 characters.

Figure 2: RPPR Section B. Accomplishmen@uestion B1

B.2. What was accomplishednder these goals?

For this reporting period, for each specificaim describein detail (using the space allowed

up to 2 pages)1) major activities; 2) specific objectives; 3) significant results, including major
findings, developments, or conclusiob®ih positive and negative); and 4) key outcomes or
other achievements. Include a discussion of st@tednot met.Emphasize the significance of
the findings to the scientific fields the project progresses, the emphasis in reporting in this
section sbuld shift from reporting activities to reporting accomplishments.

Projects that involve the recruitment of human subjectanust include one of thefollowing
statemens regarding recruitment:

a. not yet recruiting;

b. recruiting;

c. no longer recruitingi.e., recruitment goal has not been met)

d. recruitment complete(.e., recruitment goal has been met)

In addition, include thegrojectedenroliment to date ar@tctualenrollment to date.

NOTE: For Final RPPRs, include only the actual enrolimentaieted for the project.

Significant changes ispecific aimgequire prior written approvalthrough a project
modification request) by the awarding R&D Service within-@&RD. The RPPR is not an
appropriate vehicle to request such a chan§eeORD Request for Administrative Project
Modification form andCriteria and Instructions for Requesting a Project Modification
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B.3. Competitive Revisions/Administrative Supplements

For this reporting periodare there one or more Revisi@Supplement associated with this
award for which reporting is required?

Answer NO to this question a nd c ITithis will rBn@¥edany text entered
inadvertently in B.3., text boxes.VA-ORD does not accept submission of competing

suppl ement al @ap plnioc atp)phichawau(t fieBuasisajiditional support for
expansion of an existing projectdos scope or

B.2 What was accomplished under these goals?

For this reporting period describe: 1) major activities; 2) specific objectives; 3) significant results, including major findings, developments, or conclusions (both positive and negative); and 4) key outcomes or ather
achievements. Include a discussion of stated goals not met. As the project progresses, the emphasis in reporting in this section should shift from reporting activities to reporting accomplishments.

4 "Goals” are equivalent o "specific aims.” In the response, emphasize the significance of the findings to the scientific field.

F J Response should not exceed 2 pages.

Upload accomplishments | Add Attachment
Revisions/Ad

B.3 Competiti I inistrative Suppl
For this reporting period, is there one or more Revision/Supplement associated with this award for which reporting is required? @® ves O No

If yes, identify the Revision(s)Supplement(s) by grant number (e.g., 3R01CAQ098765-0151) or title and describe the specific aims and accomplishments for each Revision/Supplement funded during this reporting
period. Include any supplements to promote diversity or re-entry, or other similar supplements to support addition of an individual or a discrete project

Revision/Supplement #

or Revision/Supplement Title

Total remaining allowed limitis 255 characters

Describe the specific aims for this Revision/ Supplement below (Limit iz 700 characters or approximately 1/4 of a page.)

Total remaining allowed limitis 700 characters

Describe the accomplishments for this Revision/Supplement below (Limit iz 700 characters or approximately 1/4 of a page.)

Total remaining allowed limitis 700 characters

Mo items found

Mothing found to display.

Figure 3: RPPR Section B. Accomplishmen@uestions B2 & B3

B.4. What opportunities for training and professional development has the project provided?

If the research is not intended to provide training and professional development opportunities or

there is nothing significant to report during the reporting peridd¢cs@&lothing to Report.

Describe opportunities for training and professional development provided to anyone who
worked on the project or anyone who was involved in the activities supported by the project.

Training activities are those in which individisavith advanced professional skills and

experience assist others in attaining greater proficiency. Training activities may include,

example, courses or ome-one work with a mentor.
Professional developmeattivities result in increased knowledge s ki | | i n

for

oneods

expertise and may include workshops, conferences, seminars, study groups, and individual study.
Include participation in conferences, workshops, and seminars not listed under major activities.
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For K-Seriesawards - IK1 and IK2 (CDASs), IK3 (NRI), and IK6 (RCS)designed to

provide training and professional development opportunities, a response REQUIRED.

Do not reiteratevhat is reported under Accomplishments. Limit the response to this reporting
period(except for fhal RPPRswhich require a response covering the entire award pe&nd),
upload a PDF attachmei@eeSupplemental Instructiorier SpecificGrant @ward) Types for
additional information.

B.4 What opportunities for training and professional development has the project provided?
Ifthe research is not intended to provide training and professional development opportunities or there is nothing significant to report during this reporting period, state "Nothing to Report.”

Describe opportunities for training and professional development provided to anyone who worked on the project or anyone who was involved in the activities supported by the project. "Training” activities are those in
which individuals with advanced professional skills and experience assist others in attaining greater proficiency. Training activiies may include, for example, courses or one-on-one work with a mentor.
“Professional development” activities result in increased knowledge or skill in one's area of expertise and may include workshops, conferences, seminars, study groups, and individual study. Include participation
in conferences, workshops, and seminars not listed under major activities.

£ Forall projects reporting graduate student and/or postdoctoral participants in Section D. Participant, grantees are encouraged to describe the use of Individual Development Plans (IDPs) for those participants.A
Do notinclude the actual IDP; instead include information to document that IDPs are used to help manage the training for those individuals.

+ For T, F, K, R25, R13, D43 and other awards or award components designed to provide training and professional development opportunities, a response is required. Do not reiterate what is reported under
Accomplishments. Limitthe response to this reporting period.

Nothing to Report

or upload description ’7 Add Attachment

Figure 4: RPPRSection B. AccomplishmeritQuestion B4

B.5. How have results been disseminated to communities of interest?

Describe how the results have been disseminatsthkeholders withiVA and the broader
community(SeeVHA Handbook 1200.1®Presentatioof Research Resultdnclude any

outreach activities that have been undertaken fopaingose of enhancing understanding and
increasing interest in learning and careers in science, technolodyeaitiul care delivery

Ensure that public access has been accomplished within the required timeframe as outlined in
your Notice of Award.

In this section, yoghould include any presentation(s) at scientific meetings (oral and/or poster)
and briefings for VA officeselevant to the award. In addition, all presentations must be
communicated to the VHA Research Communications Offitie:(/vaww.pubtracker.research
va.goy, and must cite the PI &6s VA . Nofethatkciestifici o n
publications and the sharing of research resources will be reported3eut@n C. Products

B.5 How have the results been di: to ities of interest?

Describe how the results have been disseminated to communities of interest. Include any outreach activities that have been undertaken to reach members of communities who are not usually aware of these
research activities, for the purpose of enhancing public understanding and increasing interest in learning and careers in science, technology, and the humanities

4 Reporting the routine dissemination of information (e.g., websites, press releases) is not required. For awards not designed to disseminate information to the public or conduct similar outreach activities, 3
response is not required and the grantee should select "Nothing to Report”™. A detailed response is only required for awards or award compaonents that are designed to disseminate information to the public or
conduct similar outreach activities. Note that scientific publications and the sharing of research sources will be reported under Products.

[[] Nothing to Report

or enter response below (NH recommended length is up to 1 page. Limit iz 28000 characters or approximately 2 pages. )

Total remaining allowed limitis 8000 characters.

Figure 5: RPPR Section B. AccomplishmenfQuestion B5
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B.6. What do you plan to do for the next reporting period to accomplish the goals?
(Not Required for Final RPPR)

Describein detailwhat you plan to do during the next reporting period to accomgdish
specific aimusing the full space alloweadup to 8000 characters/approximately 3 paBy§3TE:
A one to twoword/short response is not considered acceptable for irggport this seabn.

Significant changes ispecific aimgequire prior written approvalthrough a project
modification request) by the awamd R&D Service within VAORD. The RPPR is not an
appropriate vehicle to request such a chan§eeORD Request for Administrative Project
Modification form andCriteria and Instructions for Requesting a Project Modification

B.6 What do you plan to do during the next reporting period to accomplish the goals?

Describe briefly what you plan to do during the next reporting period to accomplish the goals and objectives
4 Remember that significant changes in objectives and scope require prior approval of the agency (e.., NIH Grants Policy Staternent, 8.1.2.).

£ Include any important modifications to the original plans. Provide a scientific justification for any changes involving research with human subjects or vertebrate animals. A detailed description of such changes
must be provided under Changes

Enter response below (MIH recommended length is up to 1 page. Limit is 8000 characters or approximately 3 pages.)

Total remaining allowed limit is 8000 characters

A Cover Page | B Accomplishments | C Products | D Participants | E Impact | F Changes | G Special Reporting Req | H Budget

Figure 6: RPPR Section B. AccomplishmentQuestion B6

NOTE: Itis important to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.

Section Ci Products

Section C. Products allowgA-ORD to assess and report both publications and other products to
Congress, communities of interest, and the public.

C.1 Publications

Are thererelevantpublications or manuscripts accepted for publication in a journal or other
publication (e.g., book, onréime publication, monographiluring the reporting period
resulting directly from ths award?

You are REQUIRED to report all publications that resultfrom your VA-ORD award
within the reporting period in this section.All publications in My NCBI must cite the
PD/ Pl 6s VA affiliation andawalde award (grant)

Publications listed in other parts of the RPPR will not be tracked asl gn@ducts. If there are
publications to report sele¥ES and ensure that th@ssociate with this RPPRbox is
checked as appropriateor those publications that are not accessible through PubMed,
please provide the/A-ORD Program Official (PO) with a copy of the awardrelevant
publications.
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If there are no publicationstoreportseldd. The tabl es draw i nformat.i

My NCBI account.You can log in toyour My NCBI account via thély NCBI link at the top of
theC.1screenFor guidance on linking eRA Commons, University or other account to your
NCBI account go t&ign in to NCBJ under Account TroubleshootrFAQ, click onLink eRA
Commons, University, or other accountytmur NCBI account

My NCBI Management

Log into your My NCBI accountf you do not have a My NCBI accounyoucan create one by
simply logging in taMly NCBI with youreRA Commons credentials, which will automatically
create a My NCBI accouniiote that the publication data in these taidedynamic until the
report is submitted to théA-ORD. Any changeo data occurring in PubMed, PubMEeéntral
and yourMy Bibliographyaccount, willbe reflected in theeportonce the screen is refreshed
(i.e., by clicking theéSavebutton)or opening te RPPR in another sessiédhen the report is
submitted to VAORD, the publication data is frozen in the repd@TE: The first time a
RPPRIis submittedall awardpaper associations you have made in My Bibliography are reported
as a part of a oréme transitional measure to ensure that the required systems can store all
appropriate associationBéporting Publications in Research Performance Progress Report
(RPPR)NOT-OD-15-090). For more informationgo toMy NCBI.

Table 1: All Publications Associated with this Project in My NCBI

Thefirst table, GAll Publications Associated with this Project in My NCBIQ lists all
publications that are ipour My Bibliography collection, are associated with this award, and
have not been reported in previous reports for this award.

Thefirst column GAssociate with this RPPRIis automatically checked. Leaving the box

cheded upon submissiotioes the following: (1associates the publication with this rep¢2)

results in the publication being displayed in ReP@R&search Portfolio Online Reporting

Tool); and(3) makes the awargublication association in My NCBI permarend the

association will be reported in PubMed. Unchecking theda®s the following: (1)

disassociates the publication with this repanid(2) upon submission of the RPPRW&-ORD,
removes the awargdublication association in My NCBNOTE: When &lecting/deselecting
publications for RPPR submission, you will see a gold lock next to those publications that cannot
be removed from the RPPR. To remove an award affiliation from a publication with a gold lock,
you will need to contact thelH Manuscript Submissions (NIHMS) Help Detiroughits web

form.

Thesecond columndNIH Public AccessCompliancé is NOT APPLICABLE for VA-ORD
awardsand theefore, thestatus displayed wilh eN/A1 Not NIH Fundedo .

Table 2: Publications Not Associated with this Project in My NCBI

Thesecond tabledPublications not associated with this project in MyNCB& lists all other
publications that are ipour My Bibliography collection but do ndtave an associatido this
award.CheckingAssociate with this RPPRbox will associate a publication with the award both
in the report and in My NCBDnly publications associated withyour VA-ORD award will

be evaluated as products resulting from th@roject. Do NOT include any other

publications.
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Refreshing this screen (i.e., clicking the Save button) will also remove the newly associated
publications from this table to the first table. Similarly, publications disassociated in the
first table will ap pear in this table when the screen is refreshed.

Table 3: Publications Previously Repored for this Project

Thefinal table, ®Publications previously reported for this projectj lists publications reported
in a previous electronic progress report for #vsard.You are responsible for ensuring that
these publications comply with the VA Public Access policgseeVHA Handbook 1200.19
andORD Public Access, NIH Manuscript Submission for VA Investiggtexen if they were
provisionally compliant (listed asin Progres$ when previously reported.In addition,you
must notifythe VHA Research Communications Office of the publicati@e tothe ORD
PubTracker ahttp://vaww.pubtracker.research.va.gov/PubTracker/defaulk.cfm

Submitting a RPPR with Nonconpliant Publications

The report may be submitted with noncompliant publications; howev&dikatific Portfolio
Manager (SPMill be reviewing the RPPR for compliance with VA Public Access policy, and
will send anemail toyou (with copy (c) to your VAMC AdministrativeOfficial andSigning

Official) requesting that thgou provide evidence of compliance or an explanation (e.g., the sole
author has passed away before s/he was able to process the manuscript for posting to PubMed
Central) by a specified dutate.You must respond either via an email to the approp8&tis]

or respond via the Progress Report Additional MaterRi& M) or Final Report Additional
Materials FRAM) link found on the eRA Commons Status pa®RAM or FRAM has been
initiated ThePRAM andFRAM links provide a text box in whickiou may respond through

eRA CommonsYou will be able to view the PRAKNFRAM in theawardfolder.

Publications listed in other parts of a report are not captured electronically. They will not be
included in this table, and may not be listed as resulting from this aw&eRORT.
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4 C.A Publications

Are there publications or manuscripts accepted for publication in a journal or other publication (e.g., book, one-time publication, monograph) during the reporting period resulting directly
from this award?  Yes ' No

If yes, select from the table below to affiliate publications with this progress report.
Ifyou need to login to My NCBI account please use this link: My NCBI

One item found.

Jeffersan, Thomas. An assessment of environmental factors on public health. Health Publ 2011 Nowv;, 21 {(11): 201-231. PubMed PMID: 12345678; FubMed Central

k2 SCEEE PMCID: PMC1334567
Sort Table Above By |Date Of Publication x ThenBy |Author -
' Ascending © Descending " Ascending % Descending

[=] Hide publications fram My NCBI

One item found.

Jefferson, Thomas. Study of Child Health & Development in the United States. Health Publ. 2011 Mo, 21 (11): 201-231. PubMed PMID: 12341234, PubMed Central

O Complete PMCID PMCT111111
Sort Table Above By |Date Of Publication = ThenBy |Author -
ol Ascending [ Descending [ Ascending (ol Descending

20 items found, displaying all items

Complete Jefferson, Thomas. Declaration of Children's Health and Development Meeds Health Publ. 2011 Moy, 21 {11y 201-231. PubMed PMID: 22222222, PubMed Central PMCID PMC1212121

Figure 7: RPPR Section C. ProdudtQuestion C1

C.2 Website(s) or othed nternet site(s)

List the URL for any Internet site(s) that disseminates the results of the research activities. A
short description of each site should be provided. It is not necessary to include the publications
already specified above.

Most VA-ORD awards are not desgghto create or maintaiWebsites, in which case, a

response is not required ayal should selecNothing to Report. However, if theaward is

designed to create or maintain one or mMiieb site(s)to disseminate product that falls into

one or more oftte other product categories, please select the appropriate category(ies) from the
pull-down menu (select multiple categories, if appropriate, by holding dow@tthbutton

while selecting the categories). If the Web site(s) is designed to dissemfoateation to
communities of interest, then a descriptioalsorequired

C.3 Technologies or techniques

Identify technologies or techniques that have resulted from the research actlatied to this
awardfor this reporting periodDescribe the technologies or techniqdeseloped and how they
would best be shareflavailable, include a file/case number for inventions and/or patents to the
text box (see C.4. instructions belowxamples include, but are not limiteditoproved
compositions or processemol kits, clinical decision aig€omputer programsnobile
applicationsinventions and patents

In the Text Box, provide a paragraph describing the technology, and if available, a file/case
number for any inventions and/or pateif filed/issued.
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If the technology or technique falls into one or more of the product categories, please select the
appropriate category(ies) from the pddwn menu (select multiple categoriesajiplicable by

holding down theCtrl button while seleting the categories). If there are no technologies or
techniques to report selddbthing to Report.

.3 Technologies or echnigues
ldemsiity deohnobogies o iechnlques that have resubed from the iesearch sdiisliles Desoibe e techeologies o dechnigees and how they ane being shared
¢ 1 the iechnalogy or lechnique iall inlo othee prodhed calegorses, pleses ssled the approprate categon(es) bom S pull-doen mecu [seied mulliphs ctegones by holding down the Col Bution
whils seleding e cwtegonsa). H the pregucty) has Esan epored o shared through & publicsscn, please rmoluds the full elsenos and'or PFubkisd 1D in the produd dewripion Limit the rsponss
0 fmon reporing pericd IF them see no fechnclogien o jechniques o mpos sslec Hoihing io Bepod
Holhng ko Report
o lint AL [3) for internet sileds) and provide descripiion|s| below (HIH recommended length by = 5o 1 page. Limi i 3000 chamcien o spprcximately 3 pages |
Budio or video -
Data or Databases

Roeseingh Maberial

Educational aids o osmioda | =

Evabaion [rgruments

Insfruments of equipment

Modets

Physical collectons

Pratocols

Softreere Tolsl remueeng slicesd et 2000 cheesden

Add.l'rm_ Cear

Dl of Daisbices Test desariplion...

i

Ewnlustion I n T

H
"
¥

Peryucal onlledions Test deacxription | ey

Figure 8: RPPR Section C. ProducdtQuestion C3
C.4. Inventions, patent applications and/or licenses

Have inventions, paterapplications and/or licenses resulted from the award during this
reporting period?

If YES, has this information been previously provided to the P&\ -ORD] or to the official
responsible for patent matters at the grantee organization?

If YES to the firstquestion, provide a paragraph describing the technology, and if available, a
file/case number for inventions and/or patents to the C.3. Technologies or Techniques text box
(Figure8 abovg. All inventionsmustbe reported tthe VA-ORD Technology Transfer Program
(TTP) using the invention disclosure and certification forms availabi@ahs, Templates and
Model AgreementQuestions about inventiongatent applications or licenses can be directed to
your regionallechnology Transfer Specialist (TTS). TTSs and their contact information can be
foundon theTechnology TransfeProgram Contaciweb page.

NOTE: VA-ORD does not us&dison therefore reporting of inventions through this system
notrequired

C.5. Other products and resources
C.5.a Other products

Identify any other significant products that weeveloped under this projedtiring this
reporting periodUpload a PDF attachment describing such products.
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Describe the produ@) and how it isor will be madeavailable to be shared with the research
community and/or VeteranBroducts may be data omaterial.Do not repeat information
provided above.

Examples of other products araudio or video products; data and research materi|,

imaging agents, prdrug,cell lines, DNA probes, animal modeieodel organismsurvey
instrumenty databasg educational aids or curricula; instrumewisvices computational
models; protocolsandsoftware or netward-or sharingpf animal models and/anodel
organisms, include information on the number of requests received and number of requests
fulfilled during this reporting period.

Please note that all requests for sharing data or material must be evaluated by the appropriate
individuals within your VA Facility to determine whether it is appropriate to share the materials
or data, including whether or notvaterial Transfer Agreeme(TA) or Data Use Agreement
(DUA) is needed or required. For example, ifdggecimens are to be shared with a-Nén
institution, the appropriate authority must be present to allow the sharing of the biospecimens.
The authority to share research materials such as biospecimens should be describ&8-in the
ORD and Gfice of GeneralCounsel (&GC) approved MTA between your VA Facility and the
recipient institution. A MTA is only for use with neurofit or academic institutions. If the
research material will be utilized for screening, production, or sale, please contd&t@®ieD
funding Service for guidance. If the research materials are to be shared witprafibr

organization or company, a license is used instead of a MTA. Please coniaéthehnobgy
Transfer Program

If the request for sharing data requires use oUARs required by A-ORD policies, th&/A-

ORD and OGC approvedUA template must be used or an equivalent document as approved by
OGC. The DUA is located on ti@RD Policies and Guidaneeebpage. If the data is to be

shared with a foprofit organization or company, please contactAer echnology Transfer

Program

More information about the VA Technology Transfer Program can be found at
https://www.research.va.gov/programs/tech_transfer/default.cfm

If no products were developed under this project, stletiting to Report.

C.5.b Resource Sharing

Describe the progress in implementing the sharing of final research data, Genome Wide
Association Studies data, or other such pregpeicific databased on thBata Management and
Access PlaifDMAP) included inthe project eapplication If the sharing plan is fully
implemented, provide a final statement on data sharing.

If nothing has been shared for the reporting period, sBlettting to Report.

19 October 2018


https://www.research.va.gov/programs/tech_transfer/model_agreements/default.cfm
https://www.research.va.gov/resources/policies/human_research.cfm
https://www.research.va.gov/programs/tech_transfer/default.cfm
https://www.research.va.gov/programs/tech_transfer/default.cfm
https://www.research.va.gov/resources/policies/human_research.cfm
https://www.research.va.gov/programs/tech_transfer/default.cfm
https://www.research.va.gov/programs/tech_transfer/default.cfm
https://www.research.va.gov/programs/tech_transfer/default.cfm
https://www.research.va.gov/funding/09_VA_DMAP.pdf
https://www.research.va.gov/funding/09_VA_DMAP.pdf

Part 2: Completing a Report

fca Inventions, patent applications, and/or licenses

Have inventions, patent applications and/or licenses resulted from the award during this reporting period? Yes '@ No
If yes, has this information been previously provided to the PHS or to the official responsible for patent matters at the grantee organization? Yes No
Reporting of inventions through |[Edison is strongly encouraged.

C.5 Other products and resource sharing
Identify any other significant products that were developed under this project
£ PD/PIs are required to report all products that arise from their NIH award in section C. Ifthere are other products to report not covered in Sections C1 - C4, enter a description for the product and choose the appropriate

pfuduct category(ies) from the pull down menu (select multiple categories by holding down the Cirl button while selecting the categories). Ifthere is more than one product to report, select "add product” to create a
workspace to report an additional product. Limit the response to this reporting period.

| Nothing to Report
or list URL(s) for Internet site(s) and provide description(s) below (NIH recommended length is up to 1 page. Limitis 2000 characters or approximately 3 pages.)

Audio or video - NOTHING TO REPORT
Data or Databases

Research Material

Educational aids or curricula =

Evaluation Instruments 1

Instruments or equipment

Models
Physical collections
Protocols
Software -
Total remaining allowed limitis 2000 characters
Add/New Clear

MNothing found to display.

Save Cancel | ACoverPage|B Accomplishments | C Products | D Participants | E Impact | F Changes | G Special Reporting Req | H Budget | | Qutcomes

Figure 9: RPPR Section C. ProdudtQuestions C4 & C5

NOTE: Itis important to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.

Section D i Participants

Section Di ParticipantsallowsVA-ORD to know who has worked on the project to gauge and
report performance in promoting partnerships and collaborations.

D.1. What individuals have worked on the project(Required for Final RPPR)

Provide or update the information for: (1) PDs/Pi&ntor(s)and (2) each person who has
worked at leasbne persomonth per year on the project during the reporting period, regardless
of the source of the compensation

Provide the name and identify the role the person played in the pidiecRPPR template now
allows for one decimal poimb the level of efforfor all participantso the actual person months
that the individual worked on the projexzn be reflected in the repg@alendar, Academic,
Summer) For example, if the individual worked 2.5 person mongbs, may now ente2.5

person monthsA zero (O)can no longer be entered for person months as level of Sfuty

the most senior role in which the person has worked on the project for any significant length of
time.

Required fields are marked witrRED asterisk (*)

Do not include Other SignificaitContributordOSCs)who are not committing any specified
measurable effort to this project

eRACommonsUserID: Ent ering the User | D all ows sel
which wil |l partial/l

20 October 2018
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Senior/Key Personnelare defined ashe PD/Pland other individualge.g, mentors)who
contribute to the scientific development or execution of the project in a substantive, measurable
way, whether or not salaries or compensation are requested undeatige

Typically, these individuals have doctoral or other professional degrees, although individuals at
the masters or baccalaureate level should be included if their involvement meets itierdefin
Senior/Key PersonneConsultantsand those with a postdactl roleshould also be included if

they meet the defiion of Senior/Key Personnebenior/Key Personnel must devote measurable
effort to the project whether or not salaries or compensation are requésted / zeerrmme nt 0
ef fort or hH aakceptableldveldfar thase designatet] as Senior/Key Personnel.

Last 4 digits of Scial Security number and Month/Year of birth: The provision of the
partial Social Security number and month/year of birth are voluntary.

Project Role: PD/P1 namés) and nformation from their Commons Profile(s) will be
prepopulated. To update the PD/PI information as displayed, go to the Commons Profile and
save the changes there. For all other personnel, select from a dropdown menu of the following
options:

1 Co-Investigator

Faculty i i.e., Mentor(s) for Career Development Awards
Postdoctoral (scholar, fellow or other postdoctoral position)
Technician

Staff Scientist (doctoral level)

Statistician

Graduate Student (research assistant) No salary allowed
Non-Student Research Assistant

Undergraduate Studenti No salary allowed

High School Studenti No salary allowed

= =4 =4 4 A4 4 A5 -2 -5 -2

Consultanti No salary allowed forVA or non-VA clinicians (a licensed practitioner
with a doctoral degre&).D., D.O., D.D.S., Ph.D., eic.

9 Other (specfiy) i (i.e., Interagency Personnel Agreement [IPA])
Supplement Support: NOT APPLICABLE

Person Months: The metric for expressing the effort (amount of time) devoted to a specific
project. The effort is based on the type of appointment of the indiwdtrathe organization;
e.g., calendar year, academic year, and/or summer term; and the organization's definition of such.

Include (1) the PD/PI regardless of effort devoted to the pr@edt(2) each person who has
worked at least one person month peryen the project during the reporting period, regardless
of the source of compensation.

The RPPR template now allows for one decimal point in the level of &faatl participantso
the actual person months that the individual worked on the projetteceeflected in the report.
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For example, if the individual worked 2.5 person months, indicatpe2son monthsA zero (0)
can no longer be entered for person months as level of effort.

Hours per 40 hour work Calendar Months Percent Effort
week spent on the project Effort (based on 40 Hour Work Week)

1 0.3 2.5

5 15 12.5

10 3.0 25.0

15 4.5 37.5

20 6.0 50.0

25 7.5 62.5

30 9.0 75.0

35 10.5 87.5

40 12.0 100.0

Joint University and Department of Veterans Affairs (VA) Appointments.

Calendar monthir VA investigators must be based on the VAht@r workweek (e.g.a 5/8"

VA appointment = 25 durs/week = 7.5 calendar months). If an individual has multiple

appointments thecombined efforimnay exceed 12 calendar months (from the combination of

multiple appointments). n  a |l | cases, an individual 6s combi i
a test of reasonableness.

Although it isnow possible to repotthatthe PD/P1 worked.1 t00.4 person montt a PD/PI
must have measurable effort. Change in Level of Effort for the PD/PI(s) and other senior
key/personnel designated in t#1&-ORD Notice of Award orFunding Letteis reported under
D.2.a below.

Istheindi vi dual 6s pr witha foreigneofgdnizdtiona t i o n
CheckNoi f t he individual s primary affiliation i
is working on this award solely while in the U.S.

If YES, provide the name of the organization and couMA~ORD requires #etter of support
from theVAMC Directorfor all foreign collaborations. S&@RD Guidance on Approval of
International Research

Significant changes key personnalequire prior written approval(through a project
modification request) by the awarding R&D Service within-@RD. SeeORD Request for
Administrative Project Modificatiofiorm andCriteria and Instructions for Requesting a Project
Modification.
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D. Participants @

Tips & Notes:
THE FOLLOWING DOES NOT APPLY TO FELLOWSHIPS.
Inthe nearfuture, Commoens IDs will be required for individuals with the Undergraduate role. Completion of a Commons Personal Profile for these individuals is strongly encouraged now.
In addition, individuals with Undergraduate, Graduate Student, and Postdoctoral roles on a project will be required to complete the following fields inthe Commaons Personal Profile : Birthdate, Gender, Race/Ethnicity,

U.S. Citizenship Status, and Country of Citizenship, or indicate that they do not wish to respond. Individuals with a Graduate Student role must enter at least one degree and those with a Postdoctoral role must enter a
doctoral degree. The profile must also include the name of institution issuing the degree. Completion of these data fields is strongly encouraged now.

Cancel

D.1 What individuals have worked on the project?

Provide OR UPDATE the following information FOR: (1) program director(sVprincipal investigator(s) (PDs/Pls); AND (2) EACH person who has worked AT LEAST one person MONTH per YEAR ON the project during the
reporting period, regardless OF the source OF compensation (a person MONTH equals approximately 160 hours OR 8.3% OF annualized effort).

Provide the name AND identify the ROLE the person played IN the project. Indicate the nearest whole person MONTH (Calendar, Academic, Summer) that the individual worked OM the project. Show the most senior
ROLE IN which the person has worked ON the project FOR ANY significant LENGTH OF TIME. FOR example, IF an undergraduate student graduates, enters graduate school, AND continues TO WORK ON the project,
show that person AS a graduate student.

4 Instructions

+ Anindividual's Commans user ID may be used to partially populate his or her information

+ ACommons ID is required for all individuals with a postdoctoral role and/or supported by 3 Reentry or Diversity Supplement The Commons ID is strongly encouraged, but currently optional, for all other project
personnel

+ Individuals with a postdoctoral-like role should be identified as "Postdoctoral (scholar, fellow, or other postdoctoral position).”

+ Do notinclude Other Significant Contributors who are not committing any specified measurable effort to this project.

+ Do not report persennel for whom a PHS 2271 Appointment form has been submitted through xTRAIN.

+ Required fields are marked with an *

eRA Commons User ID e

Populate from Profile

*First Name Middle Hame *Last Name “Senior/Key Personnel? o Last 4 digits of Social Security Number DoB (MMYYYY)
2 Yes ) No 200C- 30K -
Degree(s) “Project Role Supplement Support (SS) e *Person Months e
Please select a role E Mot Applicable E| Calendar Academic Summer

Other (Project Rule)|

£ *Is the individual's primary affiliation with a foreign organization? ' Yes () Mo
Check"no” ifthe individual's primary affiliation is with a foreign organization but the individual is working on this award solely while in the U.S

If yes, provide the name of the organization and country

Organization Name Country
[ [Please select a country

Add/New || Clear

List of Participants

WRITERJANE Y AUSTEN, 1334 g2/1959 ABMD PO/ 10 0 0 RES Edit
JANE Applicable

WSHAKESPEARE Y Shakespeare, yga7  ggr1962 1D POIFI H 0 0 KL Edit
William Applicable

Figure 10: RPPR Section D. ParticipantsQuestion D1

D.2. Personnel Update@Not Required for Fhal RPPR)
D.2.a Level of effort

Has there beeran increase/decreasaf 25% or more in the level of effoftom what was
approved by VAORD for the PD/PI(s) or other senior/key personnel designated in Nagice
of Award or Funding Letter?

Entering A0/ zeroo6o is not an appropriate answe
senior/key personnel in the reporting period.

Increases/decrses are cumulative, i.e., the 25% threshold may be reached by two or more
successive redtions that total 25% or more. Provide a description/explanation of current level
of effort for each senior/key personnel in the text box.
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EXAMPLE: Reduction from30% effort to 30% effort equals a 25% reduction.

Once approvaby theawardingR&D Service within VAORD has been given for a significant
change in the level of effort, then all subsequecrteases/decreasase measured against the

approved adjustedvel. SelectingY ES does notonstitute aequestor VA-ORD to approve a

change in level of effort

Significant changes itevel of effortrequire prior written approval(through a project
modification request) by the awarding R&D Service within-@RD. SeeORD Request for
Administrative Project Modificatioform andCriteria and Instructions for Requesting a Project
Modification.

D.2.b. New senior/key personnelNot Required for hal RPPR)
Are there, or will there be, new senior/key personnel?

SeniorKey personnel are those identified by YY&MC as individuals who contribute in a
substantive measurable way to the scientific development or execution of the project, whether or
not salaries are requested. Typicathese individuals have doctoral or other professional

degrees, although individualsthemasters obaccalaureate level may be considered senior/key
personnel if the involvement meets this definiti@onsultants may be considered senior/key
personnel if they meet this definition.

NOTE: For Career Develmment Awards, changes in mentors and/or mentoring commitments
must be submitted gsoject modificatiorrequests to the approprid®&D Service Director for
approval 60 days prior to the chan@eVHA Handbook 1200.0DRD Research Career
Development ProgrampeeORD Request for Administrative Project Modificatiform and

Criteria and Instructions for Requesting a Project Modificatiioa project modification request
has been approved, upload a copy of the signed ptajeodification form or R&D Service
approval letter.

If YES, upload biosketches and other support for all new senior/key personnel.
If you select YESthe link to upload an attachmaufta biosketclies) will become active.

D 2 a Level of Effort

Will there be, in the next budget period, either (1) a reduction of 25% or more in the level of effort from what was approved by the agency for the PDIPI(s) or other seniorkey personnel designated in the Notice of Award, or
(2} a reduction in the level of effort below the minimum amount of effort required by the Notice of Award?

O ves O No

Reductions are cumulative, i.e., the 25% threshold may be reached by two or more successive reductions that total 25% or more. Once agency approval has been given for a significant change in the level of effort, then
all subsequent reductions are measured against the approved adjusted level. Selecting “yes” constitutes a prior approval request to the agency and the issuance of a subsequent year of funding constitutes agency
approval of the request.

If yes, provide an explanation below (Limitis 700 characters or approximately 1/4 of a page.)

Total remaining allowed limit is 700 characters.

D.2.b Mew SeniorKey Personnel

Are there, or will there be, new seniorfkey personnel? O Yes O No

Seniorkey personnel are those identified by the grantes institution as individuals who contribute in a substantive measurable way to the scientific development or execution of the project, whether or not salaries are
requested. Typically these individuals have doctoral or other professional degrees, although individuals atthe masters or baccalaureate level may be considered seniorkey personnel if their involvernent meets this
definition. Consultants may be considered seniorkey personnel if they meet this definition. “Zero percent” effort or "as needed” is not an acceptable level of involvement for seniorkey personnel.

If yes, upload biosketches and other support for all new senior/key personnel

e

Figure 11: RPPR Section D. ParticipantsQuestions D2a & D2b
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D.2.c Changes in other suppor{Not Required for bhal RPPR)

Has there been a change in the active other support of senior/key personnel since the last
reporting period?

If YES, upload active other supp@®NLY for PD/PI(s)whose support has changed and indicate
what the change has been. List the award for which the progress report is being submitted and
include the effort that will be devoted in the next reporting period.

If a previously active award has terminated and/or if a previously pending award is now active,
uploadcompleteOther Supportnformationand anotate what has changed from theded
application or previous RPPR submissidhe changes must be marked in the text of the
application by bracketing, indenting, or change of typograbbynot underline or shade the
changesDeletedinformationshould be described but not marked agtilmhs.

OtherSupportinformation should be submitt€aNLY for PD/P(s) for whichthere has been a
change in other support. DMOT include other support information foon-PD/PI(s) (other
senior/key personnghndOther Significant Contributor®©SC3.

D.2.d New other significant contributors(Not Required for Fhal RPPR)
Are there, or will there be, new other significant contributors?

OSCsare individuals who have committed to contribute to the scientific development or
execution of the project, bare not committing any specified measurable effort (i.e., person
months) to the projecDo NOT upload bigraphicalsketches for ne®@SCs

If YES, you must communicate to the R&D Service within M@RD for appropriate guidance
or submission of a project odification requestThe RPPR is not an appropriate vehicle to
request such a chang&eeORD Request for Administrative Project Modificatiferm and
Criteria and Instructions for Requesting a Project Modificatiioa project modification request
has been approved, upload a copy of the signed ptajeodification form or R&D Service
approval letter.

D.2.e Will there bea change in the MPI Leadership Plan for the next budget period?
(Not Required for Fhal RPPR)

Any change intheMultiple PDPI1 Leadership PlafVA-ORD Application Guide SF424 R&R
Other Project Informatigritem 12 Other Attachmen)srequires prior approvdly the awarding
R&D Service within VAORD. Do NOT upload a revisé MPI Leadership Plarhere,

If YES you must communicate to thawardingR&D Service within VAORD for appropriate
guidance or submission of a project modification requeBhe RPPR is not an appropriate

vehicle to request such a changgeeORD Request for Administrative Project Modification

form andCriteria and Instructions for Requesting a Project Modificatiioa project

modification request has been approved, upload a copy of the signed project modification form
or R&D Service approval letter.
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D.2.c Changes in Other Support

Has there been a change in the active other support of senior/key personnel since the last reporting period? O Yes O Mo

If yes, upload active other support for seniorikey personnel whose support has changed and indicate what the change has been

D.2.d New Other Significant Contributors

Are there, or will there be, new other significant contributors? O Yes O No

Other significant contributors are individuals who have committed to contribute to the scientific development or execution of the project, but are not committing any specified measurable effort (i.e., person months) to the
project

Ifyes, upload biosketches for all new other significant contributors

—

D.2.e Multi-PI (MPI) Leadership Plan

Will there be a change in the MPI Leadership Plan for the next budget period? @ Mia O Yes O No
Change in status of PD/PI requires prior approval of the agency (e.g., NIH Grants FPolicy Statement, 8.1.2.6).

If yes, upload a revised MPI Leadership Plan that includes a description of the change(s)

e

Figure 12 RPPR Sd@n D. Participants Questions D2¢ D2e

NOTE: Itis important to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.

Section ET Impact
Section EImpactwill be used to describ&ays in which the work, findings, and specific
products of the project have had an impact during this reporting period.

E.1. NOT APPLICABLE

E.2. What is the impact on physical, institutional, or information resources that form
infrastructure?

Describeways, if any, in which the project made an impact, or is likely to make an impact, on

physical, institutional, and information resources that form infrastructure, including:

1 physical resources (such as facilities, laboratories, or instruments);

1 institutional resources (such as establishment or sustenance of societies or organizations); or

1 information resources, electronic means for accessing such resources or for scientific
communication, or the like.

In addition,describe the perceived impact of the pobj(anticipated or observed) ¥ieterans

(e.q., improved quality of care, better outcomes), the VA health care system (e.g., improved
management, lower costhd/orthe general public. Also, describe implications for other areas

of research or practiceish as clinical applications or policy.

Example of Impact Section:
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By examining the patterns, barriers, and influences on ambulatory care use byVeterams
with different levels of physical and/or mental health disease burden, the VA may better
understand the physical and mental health care needs of Wwéetenans in ways that will
contribute toward identifying potential health care system gaps gmdaghes for enhancing
VA's ability to meet these needs.

If the award is not intended to support physical, institutional, or information resources that form
infrastructure, seleddiothing to Report.

E.3. NOT APPLICABLE

E.4. What dollar amountoftheewar d6s budget i s being spent

Appropriate foreign component approval by the VAMC Director must be in place prior to the
disbursement of fund®rovide the dollar amount obligated for this reporting period. Dollars
provided shouldeflect total costdf more than one foreign countnglentify the distribution
between the foreign countries.

Select theAdd/New button to add the data to the table.

E.1 Not Applicable
E.2 What is the impact on physical, institutional, or information resources that form infrastructure?
Describe ways, if any, in which the project made an impact, or is likely to make an impact, on physical, institutional, and information resources that form infrastructure, including:

» physical resources (such as facilities, laboratories, or instruments);
& institutional resources (such as establishment or sustenance of societies or organizations); or
o information resources, electronic means for accessing such resources or for scientific communication, or the like

< Ifthe award or award component(s) is not intended to support physical, institutional, or information resources that form infrastructure, select "Mothing to Report™.

] nothing to Report

or describe impact on physical, institutional, or information resources below (NIH recommended length is up to 1 page. Limit is 3000 characters or approximately 3 pages.)

Total remaining allowed limit is 8000 characters
E.3 Not Applicable
E.4 What dellar amount of the award's budget is being spent in foreign country(ies)?

< For domestic awardees provide the dollar amount obligated to firsttier subawards to foreign entities for this reporting period. For foreign awardees provide the dollar amount of the award, excluding all first-
tier subawards to U.S. entities, for this reporting period. Dollars provided should reflect total costs

If more than one foreign country, identify the distribution between the foreign countries
O Nothing to Report (zero dollars)

or provide the following for each foreign country: Dollar Amount Country Please select a Country %

Figure 13: RPPR Section E. ImpattQuestions E1 through E4

NOTE: Itis important to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.
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Section Fi Changes (Not Required for Faal RPPR)

Section Faddresses Change&3gnificant changes in objectives and scopguire prior written
approval(through a project modification request) by the awarding R&D Service within VA
ORD. The RPPR is not an appropriate vehicle to request such a cha8geORD Request for
Administrative Project Modificatioform andCriteria and Instictions for Requesting a Project
Modification.

F.1. NOT APPLICABLE

F.2. Actual or anticipated challenges or delays and actions or plans to resolve them.

Describe challenges or delays encountered during the reporting period and actions or plans to
resolve them.

Describe only significant challenges that may impede the research (e.g., accrual of patients,
hiring of personnel, need for resources or reseaaB)t focusing primarily ortheir resolution.

F. Changes

F.1 Not Applicable

F.2 Actual or anticipated challenges or delays and actions or plans to resolve them

Describe challenges or delays encountered during the reporting period and actions or plans to resolve them

< Describe only significant challenges that may impede the research (e.g., accrual of patients, hiring of personnel, need for resources or research tools) and emphasize their resalution
[] Hothing to Report

or describe challenges or delays and plans to resolve them below (MK recommended length is up to 1 page. Limit iz 8000 characters or approximately 3 pages.)

Total remaining allowed limit is 8000 characters.

Figure 14: RPPR Section F. Changéfuestions F1 & F2

F.3. Significant changes to human subjects, vertebrate animals, biohazards, and/or select
agents

Describe significant deviations, unexpected outcomes, or changes in approved protocols for
human subjects, vertebrate animals, biohazards and/or select agents during this reporting period.
Remember that significant changes in objectives and snageequre prior approval othe
awardingR&D Servicewithin VA-ORD. Please consult with the appropri&&&D Service for

its requirements on this issuéthere are changes in any of the following areas, check the
appropriate box and provide a description ofdhanges.

F.3.a Human Subjects
VA-ORD does not enter data in tNéH HumanSubjects System (HSS)
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Do NOT s el e c tyoufimstuplo@daacurrgre, completadA-ORD Inclusion
Enrollment Tablaising the VAORD table templatéor eachprogress report yegsee G.4.a.)

NOTE: A6f I at f i |l e 6 nmRdbe upohdedintoides to tetaib theereport content
withineRA.AP DF i f | adt ediftableaneddoesinat have commerassociated with it. If a
PDFattachments submitted that has editable {ble) fields or uses comments, data will be

lost when the application image is created. To save a flattened PDF document: File, Save As

Ot her, Optimized PDF, 06Check/ Mar kdsohatscar d Ob
objects will be removed), OK. If you do not have the appropriate rights/permissions to edit a file

in your PDF creating software, you may print, scan and thepload the file in order to flatten

it. When selecting a PDF to attach, Save As,samdl ect t he ORe&bckri ct Edi ti
O0Previ ewd uploadadRD¥F forecanterit prier to final submission to ensure the

document can be read in its entirety with all data viewable.

If human subject protocols are or will be different from theviotes submissioralsoinclude a
description and explanation of how the protocols differ and provide a new or revised Protection
of Human Subjects Secti@s described in théA-ORD Application Guide SF424R&R), 12.

Other Attachments, 4. Human Subjects

In addition,if reporting data on Clinical Trialsunder Section G.4.h.you must upload (to this
section) a copy of the most recently approved minutes tinenData Monitoring Committee
(DMC), Data Safety and Monitoring Board (DSMB), and/or Institutional Review Board (IRB) of
record.

Significant changes ihuman subjecteequire prior written approval(through a project
modification request) by the awarding R&D Service within-@RD. The RPPR is not an
appropriate vehicle to request such a chan@eeORD Request for Administrative Project
Modification form andCriteria and Instructions for Requesting a Project Modificatifos
project modificationrequest has been approved, upload a copy of the signed project
modification form or R&D Serviceapproval letter.

F.3.b. Vertebrate Animals

If therehave beemignificant changes to the uses of vertebrate animals from the previous
submission, provide a description of the changes. Examples of changes considered to be
significant include, but are not limited to, changing animal species, changing from noninvasive
to invasive procedures, new project/performance site(s) where animals will be used, etc.

Information abouapprovedchanges in protocols for use of vertebrate animals is required in the
progress reporiNotethat any request to make a significant chamge protocol for the use of
vertebrate animals mustst beapproved by the local IACUC of Record before the change may
be implemented

Significant changes in vertebrate anintalguire prior written approval(through a project
modification request)y theawardingR&D Service within VAORD. The RPPR is not an
appropriate vehicle to request suelthange.SeeORD Request for Administrative Project
Maodification form andCriteria and Instructions for Requesting a Project Modificatifos
project modification request has been approved, uploambpy of the signed project
modification form or R&D Serviceapproval letter.
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F.3.c. Biohazards
If biohazards are not being used, select No Change.

If the use of biohazards is or will be different from that in the previous submission, provide a
description and explanation of the differenceéd upload as an attachment

F.3.d. Select Agents

If the possession, use, or transfer of Select Agents is or will be different from that proposed in

the previous submission, including any change in the select i@gesairch location and/or the

required level of biocontainment, provide a description and explanation of the diffeagiices

upload as an attachmeilitthe use of Select Agents was proposed in the previous submission but
has not been approved by regulgtauthorities, provide an explanation. If studies involving

Select Agents are planned and were not part of the originally proposed research design, provide a
description of the proposed use, possession, transfer, and research location as described in the
VA-ORD Application Guide SF42R&R).

CDC and USDA Federal Select Agent ProgrameralSelect Agenand Toxins List

< F.3 Significant changes to Human Subjects, Vertebrate Animals, Biohazards, and/or Select Agents
Describe significant deviations, unexpected outcomes, or changes in approved protocols for human subjects, vertebrate animals, biohazards, andfor select agents during this reporting period

Remember that significant changes in objectives and scope require prior approval of the agency (e.g., NIH Grants Policy Statement, 8.1.2.). Ifthere are changes in any of the following areas check the appropriate box
and provide a description of the changes.

F.3.a Human Subjects
If human subject protocols are or will be different from the previous submission, include a description and explanation of how the protocols differ and provide a new or revised Protection of Human Subjects Section as

described in the competing application instructions.

[ Mo Change

orupload description of change | | /Add Attachment

F.3.b Vertebrate Animals

If there are or will be significant changes to the uses of vertebrate animals from the previous submission, provide a description of the changes. Examples of changes considered to be significant include, but are not
limited to, changing animal species, changing from noninvasive to invasive procedures, new projectiperformance site(s) where animals will be used, etc. If studies involving live vertebrate animals are planned and
were not part of the originally proposed research design, provide a new or revised Vertebrate Animal Section as described in the competing application instructions

[ Mo Change

or upload description of change Add Attachment

F.3.c Biohazards

If the use of biochazards is or will be different from the previous submission, provide a description and explanation of the difference(s).

[ Mo change

or upload description of change Add Attachment

F.3.d Select Agents

Ifthe possession, use, ortransfer of Select Agents is or will be different from that proposed in the previous submission, including any change in the select agent research location and/or the required level of
biocontainment, provide a description and explanation of the diffierences. If the use of Select Agents was propesed in the previeus submission but has not been approved by regulatory autherities, provide an

explanation. If studies involving Select Agents are planned and were not part ofthe ariginally propesed research desian, provide a description of the proposed use, possession, fransfer, and research location as
described in the competing application instructions.

U.S. Select Agent Registry information: hitp/iwww.selectagents. goviSelect®20Agents %20and%20Toxins. html

[ Mo change

or upload description of change ,7
Figure 15: RPPR Section F. ChangégQuestion F3

NOTE: Itis important to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.
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Section G1 Special Reporting Requirements

Section G- Special Reporting Requirements addiasORD-specific award terms and
conditions, as well as any award specific reporting requirements.

G.1 Special Notice of Awardermsand Funding Opportunity Announcement
(FOA)/Request for Applications (RFAReporting Requirements

NOT APPLICABLE. SelectNothing to Report.

G.2 Responsible Conduct of Research

SeeSupplemental Instructiorfer K-Series Career Developmeniursing Research Initiative
and Research Career Scientastards

G3 Ment or 0ts Repor

NOT APPLICABLE for mostVA-ORD awards SeeSupplemental Instructiorfer Career
DevelopmentNursing Research Initiativend Research Career Scientisards

4/( G. Special Reporting Requirements

G.1 Special Notice of Award Terms and Funding Opportunity Announcement Reporting Requirements
Address any special reporting requirements specified in the award terms and conditions in the Motice of Award (NoA) or Funding Opportunity Announcement (FOA).

[[] Hothing to Report

or upload file{s) Add Attachment

G.2 Not Applicable

G.3 Not Applicable

Figure 16: RPPR Section G. Special Reporting Requirenie@sestions G1 through G3

G.4. Human Subjects
G.4.a. Does the project involve human subjects?

If researchactivities involvinghuman subjects are planned at any time during the next budget

period at the VMC or at any other project/performance site or collaborating institution, select

YES. SelectYES even if the project is exempt from the Federal Policy for the Protection of
HumanSubj ects (ACommon Ruleo) and does not requ
approval. SeledlO if researclactivities involving human subjects are not planned at any time

during the next budget period.

VA-ORD policy on research involving human sulgeatcluding definitions, can be found in the
VHA Handbook 1200.05Requirement$or the Protection of Human Subjects in Research
Amended June 29, 2017
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Is the research exempt frofRederal regulations on Human Subjects protections?

An IRB must determine if your research activity is exempt from IRB review and appFoval.
VA-ORD, if you have received an exemption from the IRB and your study has beeedleclar
R&D only, you must answer YES, and select the appropriate exemptioriQeeteU.S.C. 301,
42 U.S.C. 289(a)f changes have been made to approved podgoincluding inclusion and
exclusion criteria, the IRB may need to reevaluate your exemption status.

Does this project involve a clinical trial?

NOT APPLICABLE unless the answer to G.4.aYIES. VA-ORD currently uses a definition for

clinical trials that is similar to that used by the International Committee of Medical Journal
Editors (ICMJE) and the World Health Organi za
prospectively assigns humgparticipants or groups of humans to one or more healéted
interventions to evaluate the effects,ymun heal
mustwork with your fundingR&D Service to ensure registration has been compieted

clinicaltrials.gov. (SeeSection G.4.c.)

If YES is this a NIH defined Phase Ill Clinical Trial?
NOT APPLICABLE . Select ND.

G.4.b. Inclusion enroliment data.

Reporting the cumulative enrolimeistREQUIREDfor research involvingecruitment of human

subjects n al | progress reports (®eSedioniF.8.40t her e i s
upload file All studies involving human subject data (even if previously collected) must report

the distributionof human subjects bgexgender, race, and ethnicity (if availablé)subject data

is not available, please upload the document file (in Section F.3.a.), state total number of subjects
enrolled and include a note that states sex/gender, race and ethricibf available.

If there are details or concerns related to your inclusion enrollment progress or if the enroliment
data does not reflect the targeted enrollment by race, ethnicity, and/or sex/gender, the reasons for
this should be addressedSection F.3.a

Guidance for Collecting and Reporting Inclusion Data: Below are instructions for how to
collect and report data on the basis of sex/gender, race, and ethnicity with additional guidance for
handling subpopulationsapnU.S. populationsandchanges tplanned enrolimerdata.

Standards for Collecting Data from Study Participant$ie Office of Management and Budget

(OMB) Directive No. 15defines minimum standds for maintaining, collecting and presenting

data on ethnicity and race for all Federal reporting purposes. The categories in this classification
are sociabolitical constructs and should not be interpreted as being anthropological in nature.
The standals were revised in 1997 and now include two ethnic categdtisgianic or Latino,

and Not Hispanic or Latino. There are five racial categoreserican Indian or Alaska Native,

Asian, Black or African American, Native Hawaiian or Other Pacific Islgrated White.

Reports of data on ethnicity and race should use these categories. The definitions below apply for
the ethnic and racial categories.
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Ethnic Categories:

Hispanic or Latino: A person of Cuban, Mexican, Puerto Rican, South or Central
American or ot her Spanish culture or origin,
origin, o0 can be used in addition to fAHiIi spa

Not Hispanic or Latino
Racial Categories:

American Indian or Alaska Native: A person having origins in any of the origin
peoples of North, Central, or South America and maintains tribal affiliation or
community.

Asian: A person having origins in argf the original peoples of the Far EaSgutheast
Asia, or the Indian subcontinent including, for example, Camb@iiima, India, Japan,
Korea, Malaysia, Pakistan, the Philippine Islands, Thailand, and Vietham.

Black or African American: A person having origins in any of the black racial groups
of Africa. Terms such as fAHaitilachodo or fANeg
African American. o

Native Hawaiian or Other Pacific Islander: A person having origins in any of the
original peoples of Hawaii, Guam, Samoa, or other Pacific Islands.

White: A person having origins in any of the original peoples of Europe, Mdrita,
or the Middle East.

Collecting andReporting Data on Race and Ethnicityse the above standards and definitions
for race and ethnicity to allow comparisons to offexteral databases, especially @ensus and
National health databases. Fedeg#racies shall not present data on detailed categories if doing
so would compromise data quality or confidentiality standards.

When collecting data on ethnicity and race, as well as sex/gender, use the categories listed to
obtain the data from individualshahe basis of selflentification. Participants should be asked

to identify their ethnicity and their race. OMB recommends collecting this information using two
separate questions, with ethnicity information collected first followed by race, with tlo@ tpti
select more than one racial designatioffiCe of Management and Budget (OMB) Directive No.
15). Report yourdata usinghe VA-ORD inclusionenroliment formStudy participants who
sdf-identify with more than onef theradal categorieshould be reported in the aggregate in

the "More Than One Race" category.

Additional VA-ORDRequired Information If total number of human subjects recruited includes
nonVeterans, pload a separaiaclusion enrollment form with datadicating what percentage
(%) of enrolled subjects are VeteraNOTE: The PD/PI must justify inclusion of nevieterans
and the IRB must provide specific approval for recruitment ofVieterans (SegHA

Handbook 1200.0524. Participation of NoiVeterans as Research Subjeci$le RPPR is not

an appropriate vehicle to requestclusion of nonVeteranparticipantsi a prior approved

waive is required

Collecting and Reporting Data on Subpopulatiolisach ethnic/racial group contains
subpopulations that are delimited by geographic origins, national origins, and/or cultural
differences. It is recognized that there are different ways ofidgfand reporting racial and
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ethnic subpopulation data. The subpopulation to which an individual is assigned depends on self
reporting of specific origins and/or cultural heritage. Attention to subpopulations also applies to
individuals who selidentify with more than one ethnicity or race. These ethnic/racial
combinations may have biomedical, behavioral, and/or sogladral implications related to the
scientific question under study. The collection of greater detail is encouraged, e.g., on
ethnic/racal subpopulations; however, any collection that uses more detail needs to be organized
in such a way that the additional categories can be aggregated into OMB categories for reporting
data on ethnicity, race, and more than one race. Investigators whddtawen subpopulations

are encouraged to provide that information in the Comments field of the Inclusion Enroliment
Report and/or in the text of their progress report.

Collecting and Reporting Data ddon-U.S.Populations: Permissionis required by youlocal
VAMC Directorfor the use of notJ.S. subjects or biological samples in VA funded research.
Enroliment of participants at ndd.S. sites should be reported to \@RD on a separate
inclusion enrollment form from that for reporting participants at 6it8s, even if they are part
of the same studyor additional guidance related to this tqpiease refer tt’ HA Handbook
1200.05 26. International Research

If conducting clinical research outside of the United States, design culturally sensitive and
appropriate data collection instruments that allow participants tadeelfify their ethnic and/or
racial affiliationin a way that is meaningful in the culturaldascientific contexts of the study
However, investigators will need to use OMBfined categorie®r reporting sex/gender, race
and ethnicity to VAORD (see definitions for each ethnic and racial category above), which will
allow for completion of thenclusion enrollment form(s). Since OMB categories reference
world-based geographic origin, this should facilitate completion of the form(s).

Changes to Planned Enrollmenit: there are changes from tplnnedenroliment originally
approved for fundingzontactthe awarding R&D ServicEPMwithin VA-ORD to discuss
updating/revisinghe gannedenrolimenttableand uploading the filen Section F.3.alf changes
are significant, such as requiring local IRB approval, a project modification request may be
needed.

Reporting Data on Clinical Trialsif conducting a Clinical Trial, report on the cumulative
enrollment (as described above) and indigatgection F.3.aif anydata analysis has begun for
the trial. If analysis has begun data have been publishedportanyprogress made in
evaluating potential differences on the basiseof/gender, racial, and/or ethityc

G.4.c ClinicalTrials.gov

Does this project include one or more applicable clinical trials that must be registered in
ClinicalTrials.gov under FDAAA?

VA-ORD clinical trials continue to be registered and updated using the ART syst@mmore
information, please see the followiniges:

Registration of Clinical Trials
http://www.research.va.gov/resources/ORD Admin/clinical trials/

VA Cooperative Studies Program (CSP)
http://www.research.va.gov/programs/csp/
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If YES, provide the ClinicalTrials.gov identifier, NCT number (e.g., NCT0065432a) those
trials.

NOTE: ClinicalTrials.gov must be updated EVERY 6 months. When completing your RPPR,
you shouldalso review and confirm all data is current with your clinical trial.

See FAQWhen must an applicable clinical trial be registeridi?e (grant)awardnumber was
enterednto ClinicalTrials.goy the ClinicalTrials.gov identifier (NCT number) may be readily
identified by using the ClinicalTrials.govdvanced Searcand entering thawardnumber in the
Study IDfield.

Select theAdd/New button to add the data to the table.

G.4 Human Subjects

G.4.a Does the project involve human subjects? 9 & Yes Ne

Is the research exempt from Federal regulations? 0 Yas @ Mo

Does this project involve a clinical trial? 6 @ Yes ) Mo

If yes, is this an NiH.defined Phase Il Clinical Trial? 6 Yes @ No

G.4.b Inclusion Enroliment Data 6

Please review the box below to determing if this project meets the definifion of dinical research and requires the reparting of cumulative enrgliment of subjedts and the distribution of sex/'gender, ethnicity and race
Click higrg for complete instructions about this réquiremant

Inclusion Enroliment Report

Please dlick on the link below to view and update inclusion data records associated with this award

G.4.c ClinicalTrials.gov 9

Does this project include one or more applicable clinical trials that must be registered in ClinicalTrials.gov under FDAAAT
@ Yes ) Mo

If yes, provide the ClinicalTrials.gov identifier, MCT number (e.g.. MCTO0854321) for those trials.

NCT number

AddMew || Clear

NCT01234567 Edi Delete

Figure 17. RPPR Section G. Special Reporting Requirenie@tgestion G4

G.5 Human Subjects Education Requirement

Are there personnel on this project who are or will be newly involved in the design or conduct
of human subjects research?

NOT APPLICABLE . Select ND.

G.6. Human Embryonic Stem Cell(s)
Does this project involve human embryonic stem cells?

Researchn which the focus is either a fetus, or human fetal tissuetgro or exutero (or uses
human fetal tissue) cannot be conducted by VA investigators while on official duty, at VA
facilities, or at VAapproved offsite facilities Only hESC lines listed as agwed in theNIH
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Reqistrymay be used in VAORD funded researdiseeVHA Handbook 1200.0517. Research
Involving Pregnant Women, Human Fetuses, and Neonates as Subjects

If YES, identify the hESC Registration number(s) from the NIH Registry.

If there is a change in the use of hESCs provide an explanati@ignificant changes inse of
hESCsrequire prior written approval(through a project modification request) by the awarding
R&D Service within VAORD. SeeORD Request for AdministrativBroject Modificatiorform
andCriteria and Instructions for Requesting a Project Modification

G.7. Vertebrate Animals
Does this project involveertebrate animals?

SeeVHA Handbook 1200.0,Use of Animals in Researcfor specific VAORD requirements
and accreditation information.

Significant changes ithe careand use of vertebrate animagguireVA OLAW and local

IACUC concurreceandrequire prior written approval(through a project modification request)
by the awarding R&D Service within MRD. SeeORD Request for Administrative Project
Modification form andCriteria and Instructions for Requesting a BobjModification

G.5 Human Subjects Education Requirement

Are there personnel on this project who are or will be newly involved in the design or conduct of human subjects research?

O Yes O No

If yes, provide the following in the text box below (Limitis 1300 characters or approximately 1/2 of a page.)

+ names of individuals,
» fitle of the education program completed by each individual, and
« aone sentence description of the program

Total remaining allowed limitis 1300 characters.

G.6 Human Embryonic Stem Cells (hESCs)

Does this project involve human embryonic stem cells? O Yes O No

Only hESC lines listed as approved in the MNIH Registry may be used in MIH funded research
If yes, identify the hE SC Registration number(s) from the NIH Registry

If there is a change in the use of hESCs provide an explanation below (Limit is 700 characters or approximately 1/4 of a page.)

Total remaining allowed limitis 700 characters

G.7 Vertebrate Animals

Does the project involve vertebrate animals? O Yes & No

Figure 18 RPPR Section G. Special Reporting Requirenie@sestions G5 through G7

G.8 Project/Performance Sites
If there are changes to the project/performance site(s) displayed, edit as appropriate.

One of the sites indicated must be the identified as the Primary Performance Site. If including a

new Project/Performance Site where either human subjects or vertebrate animals will be
involved, address the change un8ectionF.3.aor F.3.h.
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Significant changes ia performance site(sg¢quire prior written approval(through a project
modification request) by the awarding R&D Service within-@RD. SeeORD Request for
Administrative Project Modificatioform andCriteria and Instructions for Requesting a Project
Modification.

Select theAdd/New button to add the data to the table.

G.8 Project/iPerformance Sites

If there are changes to the project/performance site(s) displayed below, edit as appropriate. £ (?)
“Required field(s)

*0Organization Name

“DUNS or DUNS+4

*Address 1

Address 2

*City

“State Please select a state v
Province

County

*Country UNITED STATES v
*Zip Code

* Conaressional District
(e.g. MD-08 for Maryland, 8th District)

“Is this the primary Project/Performance Site? O ves O No

Add/MNew
Project/Performance Sites
AR L VR S e 3105345579' 30 PRESIDENTIAL UNIVERSITY Office of Research Administration, 7777 University Drive, Our Town, MD 98765 Edil Delete
CENTRAL MEDICAL CENTER 315331 [k a0 CENTRAL MEDICAL CENTER, 4444 Circular Center Drive, Cincinnati, OH 558555 Edit Delete

Figure 19: RPPR Section G. Special Reporting Requirenie@tsestion G8

G.9. Foreign Component

Although having a Foreign Component is unlikely forXORD funded research, any foreign
activity within a project with prio AMC Director approvalmustreport under thisection.

Provide the organization name, country, and description of each foreign ponent.

Foreign componeris defined as significant scientific activity that was performed outside of the
United States, either by tlavardeeor by a researcher employed by a foreign organization,
whether or noawardfunds were expended. The followiawg/ardrelated activities are

significant and must be reported:

1 involvement of human subjects or research with live vertebrate animals;
1 receiving or sending data or biospecimens from humans, regardless of identifiability;

1 extensive foreign travel bgwardeeoroject staff to collect data, or conduct surveys or
sampling activities;

1 anyawardeeactivity that may have an impact on U.S. foreign policy.
Examples of otheawardrelated activities thahaybe significant are:
1 collaborations with investigatsrat a foreign site anticipated to result irazghorship;

1 use of facilities or instrumentation at a foreign site; or
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1 receipt of financial support or resources from a foreign entity.
Foreign travel for consultation does not meet the definition of fomgmponent.

The addition of a foreign component(ejjuires prior written approvafrom the VAMC
Director SeeVHA Handbook 1200.0526. International Research aB&D Guidance on
Approval of International Resealiland significant changes to or the addition of a foreign
component(salsorequires prior written approvaby the awarding BRD Service within VA
ORD (through a project modification requeSee ORDRequest for Administrative Project
Modification form andCriteria and Instructions for Requesting a Project Modification

Select theAdd/New button to add the data to the table.

G.9 Foreign Component

“Foreign component”is defined as significant scientific activity that was performed outside of the United States, either by the grantee or by a researcher employed by a foreign organization, whether or not grant funds
were expended. The following grant-related activities are significant and must be reported:

o involvement of human subjects or research with live vertebrate animals;
o extensive foreign travel by grantee project staff to collect data, or conduct surveys or sampling activities; or
o any grantee activity that may have an impact on U.S foreign policy.

Examples of other grant-related activities that may be significant are:

s collaborations with investigators at a foreign site anticipated to resultin co-authorship;
» use of facilities or instrumentation at a foreign site; or
» receipt of financial support or resources from a foreign entity.

Foreign travel for consultation does not meet the definition of foreign component
[[] Mo foreign component

or provide the organization name, country, and description of each foreign component

Organization Hame Country | Please select a country

Description of Foreign Component (Limit is 700 characters or approximately 1/4 of a page.)

Total remaining allowed limit is 700 characters.

Figure 20: RPPR Section G. Special Reporting Requirenie@tsestion G9

G.10 Estimated unobligated balance

G.10.a Is it anticipated that an estimated unobligated balance (including prior year
carryover) will be greaterthan®6 of t h e ctotal approved bydged?r 6 s

If YES provide the estimated unobligated balance.

If an estimated unobligated balance that will be greaterd¥taof the currenfiscaly e ar 6 s
approved budges expected, you must inform the specific R&D Service withirORD. Your
local R&D or Finance Office should have this financial informatld®.TE: Carry over funds
must be spent by March of the next fiscal year (e.g. 8A¥Ads must be spent by March 201

Budget hhangegyreater thad% require prior written approval (through a project modification
request) by the awarding R&D Service within M@RD. SeeORD Request for Administrative
Project Modificatiorform andCriteria and Instructions for Requesting a Project Modification
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G.10.b Provide an explanation for unobligated balance.

In addition to providingan explanation in this report,there is an expected unobligated balance

that requires a redistribution of funds, you must contact the spawgificdingR&D Service
within VA-ORD. SeeORD Request for Administrative Project Modificatiform andCriteria
and Instructions for Requesting a ProjElddification.

G.10.c If authorized to carryover the balance, provide a general description of how it is

anticipated that the funds will be spent. To determine carryover authorization, see the Notice

of Award or Funding Letter.
Carryoverat the faciliy is only authorized by VAORD Finance.

G.11 Program Income

If program income may/has result(ed) from a technology, etc., that was licensed, answer YES

and enter the anticipated/known dollar amount and sdardhis fielde ven 1 f you

on theVA-ORD SF424(R&R) applicationcover page (15. Estimated Project Funding, d.
Program Income).

G.12 F&A Costs
NOT APPLICABLE . The answer to this question must b®.¥acilities and administrative

enter

(F&A) costs, formerlyknown as indirect costs and overhead related to facilities operations and

general administration, are not covered by-@RD award funds

G.10 Estimated Unobligated Balance

G.10.als it anticipated that an estimated unobligated balance (including prior year carryover) will be greater than 25% of the current year's total approved budget? Q) ves No
AHRQ Special Instructions

The "fotal approved budget” equals the current fiscal year award authorization plus any approved carryover of funds from a prior year(s). The numerator equals the total amount available for carryover and the denominator
equals the current year's total approved budget

If yes, provide the estimated unobligated balance. 260055
G.10.b Provide an explanation for unobligated balance below (Limit is 700 characters or approximately 1/4 of a page.}
We will catch up in our studies significantly in the next budget year. We need to get transonic pigs on the ground before we can perform transplants and the vendor has been having difficulty until now in

breeding them. We now have NHPs on site and are beginning the basic pre-transplant studies on them now.
Total remaining allowed limit is 392 characters

G.10.c If authorized to carryover the balance, provide a general description of how it is anticipated that the funds will be spent. To determine carryover authorization, see the Motice of Award (Limitis 1300 characters
or approximately 1/2 of a page.)

Total remaining allowed limitis 1300 characters
G.11 Program Income e

Is program income anticipated during the next budget period? ves '@ No
If yes, use the format below to reflect the amount and source(s)

Anticipated Amount Source(s)

Add/New Clear
G.12F8&A Costs
|s there a change in performance sites that will affect F&A costs? Yes @ No

If yes, provide an explanation below (Limit is 1300 characters or approximately 1/2 of a page.)

Total remaining allowed limitis 1300 characters

Save Cancel A Cover Page | B Accomplishments | C Products | D Participants | E Impact | F Changes | G Special Reporting Req | H Budget | [Outcomes

Figure21: RPPR Section G. Special Reporting Requirenmie@aestions G10 through G12
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NOTE: Itisimportant to click the SAVE button in the navigation bar before leaving a
screen(section)in order to retain data entered on that screen.

Section Hi Budget

NOT APPLICABLE for RPPRsor Final RPPRs

Section | T Outcomes

Required for Final RPPRs only. The main differences between this and Section B.2 Bréhe
information requested here is cumulative., for the entire project period; and, 2) this section
should be written for the general publievhereas Section B should address the teahni

scientific accomplishments in relation to the project aims, and should be written for an audience
of scientists in that particular fiel@he length should not exceed a half page (2000 characters).

Providea s ummary of vy o uforthpentoepmject periodvbiah mesbimlade,
but not be limited to the following:

completion of specific aimar targeted data developmgnt

changes to practice (i.e., clinical, policy, etc.)

additional funded awards/grants both internal and external to VA

negative outcomes

new collaborations

new innovative technologies, methodologies,, eted

an approximate date thybdu expect to report final results to Clinical TriilsHuman
Subijects are involved and study is registered)

= =4 =4 -8 -9 _-9_-9

*NOTE: For VA-ORD award, Section I. Outcomes wiNOT be made publicly available
RePORT.

NOTE: ForCareer Development Awards and Research Career Scientist Aplaatsrefer to
the Special Instructions for RPPRs the appropriataward type.
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Figure 22: Final RPPRSection I. Outcomes
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